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SUBJECT  {'rotei'tion  of  ({iinian  Subjects  in  DoD-Supported  Research 


R(‘ f  e rentes  : 


'V'lf-Ni 


(a)  Department  of  Healtfi  and  Human  Services  Regulation, 
"Protection  of  Human  Subjects,"  (65  CFR  66) 

(b)  Food  and  Drug  Administration  Regulation 
(21  CFR  subchapters  A,  D,  and  H) 

(c)  DoD  Instruction  5030.19,  "Investigational  Use  of 
Drugs  by  the  Department  of  Defense,"  May  12,  1966 
(hereby  canceled) 

(d)  DoD  Directive  6000.6,  "Clinical  Investigation 
Program,"  April  16,  1976 

(e)  Memorandum  of  Understanding  Between  the  Food  and 
Drug  Administration  and  the  Department  of  Defense, 
"Investigational  Use  of  Drugs  by  the  Department  of 
Defease,"  November  21,  1976 


A.  PURPOSE 


This  Directive,  under  references  (a)  and  (b),  establishes  policy; 
assigns  responsibilities;  specifies  authority  for  protecting  the 
rights  and  welfare  of  humans  used  as  subjects  of  study  in  DoD-sup- 
ported  research,  development,  test,  and  evaluation  (RDT&E)  and 
clinical  investigation  activities  (hereafter  referred  to  as 
"research");  and  cancels  reference  (c). 

B •  APPLICABILITY  AND  SCOPE 

1.  This  Directive  applies  to  the  Office  of  the  Secretary  of  Defense 
(OSD),  the  Military  Departments,  the  Organization  of  the  Joint  Chiefs  of 
Staff,  the  Unified  and  Specified  Commands,  the  Defense  Agencies,  and  the 
Uniformed  Services  University  of  the  Health  Sciences  (USUHS)  (hereafter 
referred  to  as  "DoD  Components")  and  to  contractor  or  grantee  cctivities 
supported  by  the  Department  of  Defense. 

2.  Its  provisions  encompass  the  following; 

a.  Clinical  investigations  as  established  by  reference  (d) ,  bio 
medical  research,  and  behavioral  studies. 


b.  RDT&E  involving  new  drugs,  vaccines,  biologicals,  or  investi 
gational  medical  devices. 


c.  Inclusion  of  human  subjects,  whether  as  the  direct  object  of  research 
or  as  the  indirect  object  of  research  involving  more  than  minimal  risk  in  the 
development  and  testing  of  military  weapon  systems,  vehicles,  aircraft,  and  other 
materiel.  Ttie  determination  of  whether  a  research  protocol  involves  more  than 
nittiinial  risk  shall  he  madi'  by  review  committees  established  in  accordance  with 
.set  lion  1.,  below.  Nothing  in  this  Directive  is  intended  to  supersede  require¬ 
ments  for  health  hazard  or  other  safety  reviews  required  by  other  DoD  issuances 
'll  other  Dol)  Component  regulations. 

5.  Its  provisions  do  not  apply  to  epidemiological  surveys  that  are  of  no 
moie  than  minimal  risk  as  set  forth  in  the  human  protection  regulations  issued 
l)y  the  Department  of  Health  and  Human  Services  (45  CFR  46,  reference  (a)). 

4.  Nothing  in  this  Directive  is  intended  to  limit  the  authority  of  a  health 
rare  practitioner  to  provide  emergency  medical  care  under  applicable  law  of  the 
jurisdiction  in  which  the  care  is~provided  or  of  commanders  in  the  discharge  of 
assigned  duties  or  responsibilities. 

C.  OmNITI^NS 

Terms  used  in  this  Directive  are  as  defined  in  reference  (a),  except  for  the 
fol lowing: 

1.  Human  Subject.  A  living  individual  about  whom  an  investigator  conducting 
research  obtains  data  through  interaction  with  the  individual,  including  both 
physical  procedures  and  manipulations  of  the  subject  or  the  subject’s  environment. 
The  term  does  not  include  military  or  civilian  personnel  who  are  qualified  to  test 
by  assignment  to  duties  that  call  specifically  for  such  qualifications  such  as 
tost  pilots  and  test  engineers. 

2.  Non-U. S.  Citizens.  Foreign  nationals,  excluding,  for  the  purposes  of  this 
Directive,  personnel  on  active  duty. 

3.  Research.  A  systematic  investigation  as  described  in  paragraphs  B.2.a., 
b.,  and  c.,  above,  that  is  designed  to  develop  or  contribute  to  generalizable 
knowledge.  The  term  does  not  include  individual  or  group  training  of  military 
personnel  such  as  combat  readiness,  effectiveness,  proficiency,  or  fitness 
exercises . 

D.  POLICY 

1.  It  is  the  policy  of  the  Department  of  Defense  that: 

a.  The  fundamental  rights  and  welfare  of  human  subjects  in  research 
funded  by  DoD  Components  shall  be  protected  to  the  maximum  extent  possible. 

This  protection  is  meant  to  encompass  basic  respect  for  human  dignity  and  to 
protect  subjects  from  actual  harm.  Responsibility  for  the  protection  of  human 
subjects  is  a  command  responsibility. 

b.  Except  as  provided  elsewhere  in  this  Directive,  the  human  protection 
regulations  issued  by  the  Department  of  Health  and  Human  Services  (reference 
(a))  shall  apply  to  research  supported  by  the  Department  of  Defense. 
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c.  Contractors  or  grantees  (and  elements  of  DoD  Components)  holding  an 
assurance  of  compliance  with  the  human  use  regulations  of  the  Department  of 
Health  and  Human  Services  (45  CFR  46,  reference  (a))  shall  be  considered  in  com¬ 
pliance  with  the  terms  of  this  Directive.  In  the  absence  of  such  an  assurance, 
a  special  assurance  that  meets  the  minimum  requirements  of  reference  (a)  shall 
be  negotiated  between  the  contractor  or  grantee  and  the  DoD  Component  concerned. 

d.  Only  persons  who  are  informed  fully  and  voluntarily  agree  to  partici¬ 
pate  may  be  used  as  human  subjects  in  research. 

(1)  In  research  conducted  outside  the  United  States  involving 
non-U. S.  citizens  as  human  subjects,  the  laws,  customs,  and  practices  of  the 
country  in  which  the  research  is  conducted,  or  those  required  by  this  Directive, 
whichever  are  more  stringent,  shall  take  precedence.  The  research  shall  meet 
the  same  standards  of  ethics  and  safety  that  apply  to  research  conducted  within 
the  United  States  involving  U.S.  citizens. 

(2)  The  use  of  prisoners  of  war  as  human  subjects  of  research  is 

prohibited. 

e.  For  any  research  involving  human  subjects,  a  medical  monitor  shall 
be  appointed  by  name  if  the  approving  official  determines  that  the  risk  is  more 
than  minimal. 

2,  Requests  for  exceptions  to  policy  as  stated  above  shall  be  submitted  with 
full  justification  to  the  Under  Secretary  of  Defense  for  Research  and  Engineering 
(USDR&E)  by  heads  of  DoD  Components. 

E.  RESPONSIBILITIES 

1.  The  Under  Secretary  of  Defense  for  Research  and  Engineering,  or  designee, 
shall : 

a.  Develop  policies  in  coordination  with  the  Assistant  Secretary  of 
Defense  (Health  Affairs)  (ASD(HA))  to  protect  human  subjects  in  DoD-funded 
research . 

b.  Coordinate  DoD  Component  activities  in  the  protection  of  human 
subjects . 

c.  Serve  as  the  point  of  contact  within  the  Department  of  Defense  and 
act  as  the  principal  DoD  liaison  with  civil  or  federal  agencies  outside  the 
Department  of  Defense  on  matters  pertaining  to  protection  of  humans  in  research. 

d.  Serve  as  the  final  DoD  approval  authority  for  all  research  involving 
actual  exposure  of  human  subjects  to  nuclear  weapons  effect  or  chemical  warfare 
agents. 

3r 

2.  The  Assistant  Secretary  of  Defense  (Health  Affairs)  shall: 


a.  Provide  policy  guidance  regarding  medical  safety  and  standards  of 
professional  medical  care  and  conduct  as  they  relate  to  the  use  of  humans  in 
research. 
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b.  Serve  as  the  DoD  representative  on  matters  relating  to  implementation 
ot  Food  and  Drug  Administration  (FDA)  regulatory  requirements. 

3.  The  Heads  of  DoD  Components,  or  designees,  shall: 

a.  Protect  the  rights  and  welfare  of  human  subjects  in  research  spon- 
siiied  or  conducted  by  or  among  the  members  of  the  respective  DoD  Components. 

b.  When  more  than  one  DoD  Component  is  involved,  determine  primary 
responsibility  based  upon  consideration  of  whether  the  subjects  are  inpatients 
or  outpatients  of  a  DoD  medical  treatment  facility  (MTF);  whether  the  research 
IS  conducted  iti-house  or  by  contract;  or  whether  the  prospective  human  subjects 
arc  members  of  a  DoD  Component. 

(1)  When  the  research,  regardless  of  in-house  or  contract  status, 
involves  use  of  patients  of  a  DoD  MTF,  the  Component  to  which  the  MTF  belongs 
organi ::ationa  1  ly  shall  have  primary  responsibility,  except  as  provided  in  sub¬ 
section  E.5.,  below. 

(2)  For  research  not  involving  the  use  of  patients  at  a  DoD  MTF, 
primary  responsibility  rests  as  follows; 

(a)  If  the  research  is  done  on  grant  or  contract,  primary 
responsibility  rests  with  the  DoD  Component  providing  funds. 

<b)  If  the  research  is  conducted  in-house,  primary  responsibility 
rests  with  the  DoD  Component  to  which  the  principal  investigator  is  assigned. 

(c)  If  the  research  is  not  funded  by  a  DoD  Component  and 
there  is  no  DoD  principal  investigator,  primary  responsibility  rests  with  the 
DoD  Component  to  which  the  prospective  human  subject  is  assigned. 

c.  Establish  procedures  to  maintain  adequate  documentation  of  human 
subjects  used  in  research,  including  resulting  adverse  reactions. 

d.  Establish  procedures  for  responding  to  reports  of  improper 
use  of  human  subjects. 

e.  Establish  review  committees  as  provided  for  in  subsection  F.2., 

below. 

4.  The  Secretaries  of  the  Military  Departments  shall  approve  in-house  and 
contract  research  involving  human  subjects,  conducted  at  or  funded  by  a  DoD 
Component  for  which  the  Military  Department  has  been  designated  executive  agent. 
This  responsibility  includes  research  that  is  classified  for  reasons  of  national 
security.  When  more  than  one  MUitary  Department  is  involved  in  the  same 
research,  the  first  review  committee  to  which  the  research  is  submitted  shall 
perform  the  human  use  review  and  make  recommendations  to  the  Milita^  Department 
Secretaries  concerned.  Each  Secretary  may  accept  these  recommendations  or  may 
require  additional  reviews. 

5.  The  President,  Uniformed  Services  University  of  the  Health  Sciences, 
and  the  Director,  Defense  Nuclear  Agency  (DNA) .  shall  have  primary  responsibil- 
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ity  for  research  by  their  respective  DoD  Components  when  the  research  does  not 
also  involve  patients  of  a  DoD  MTF.  The  President,  USUHS,  shall  have  additional 
responsibility  for  research  conducted  in-house  or  by  contract  when  the  research 
involves  patients  of  a  DoD  MTF  or  other  U.S.  Government  health  care  facility, 
and  USUHS  directly  funds  the  research,  has  received  a  grant  or  gift,  or  has 
received  some  other  non-DoD  form  of  support  for  the  research.  However,  in 
these  instances,  the  MTF  review  committee  shall  perform  the  human  use  review 
and  make  recommendations  to  the  President,  USUHS,  and  to  the  DoD  Component  or 
other  U.S.  Government  institution  concerned.  The  President,  USUHS,  may  accept 
these  recommendations  or  may  require  additional  reviews. 

F.  PROCEDURES 

1 .  Delegation  of  Authority 

a.  The  Secretaries  of  the  Military  Departments  are  authorized  to  dele¬ 
gate  all  or  part  of  their  authority  under  section  E.,  above,  within  the  mili¬ 
tary  chain  of  command  to  the  lowest  level  operating  a  human-subjects  review 
process. 


b.  In  addition,  the  Secretaries  of  the  Military  Departments  are  author¬ 
ized  to  make  the  determination  that  unique  military  requirements  dictate  the  use 
of  drugs  or  devices  not  officially  approved  by  the  FDA.  The  Secretaries  of  the 
Military  Departments  may  delegate  this  authority  to  the  respective  Surgeons 
General  or  designees. 

c.  The  President,  USUHS,  may  delegate  the  authority  specified  in 
subsection  E.5.,  above,  to  the  Dean  or  Associate  Deans. 

d.  Requests  for  approval  of  the  use  of  human  subjects  in  research  funded 
by  DoD  Components  other  than  the  Military  Departments,  DNA,  and  USUHS  shall  be 
submitted  to  the  USDR&E  for  final  determination. 

e.  Authority  not  delegated  above  to  specific  officials  is  retained  by 
the  Secretary  of  Defense. 

2.  Review  Committees.  Each  official  having  approval  authority  for  research 
involving  human  subjects  shall  establish  one  or  more  coimittees  to  provide 
initial  and  continuing  review  of  the  use  of  human  subjects  in  such  research. 

a.  The  review  committeee  is  similar  functionally  to  the  Institutional 
Review  Board  (IRB)  established  under  A5  CFR  A6  (reference  (a)).  The  IRB  per¬ 
forms  protocol  review  and  protocol  approval.  Within  the  Department  of  Defense 
these  functions  are  separated.  Review  committees  exercise  only  protocol  review 
and  recommend  approval,  modification,  or  disapproval  to  an  approving  authority- 
Approval  authority  is  vested  in  the  approving  official  to  whom  the  review  com¬ 
mittee  reports. 

b.  The  review  committee  shall  be  constituted  in  accordance  with  reference 
(a)  standards  for  IRBs  and  paragraph  E.3.e.,  above,  with  the  following  exceptions: 

(1)  The  prohibition  in  reference  (a)  of  all-male  or  all-female  member¬ 
ship  may  be  waived  by  the  approving  official  when  compliance  is  impractical. 
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(2)  The  requirement  ui  Ub  CFR  46  (refereiite  (u))  lui  u  iion.j  1  1  i  1  i - 
uteil  member  muy  be  met  liv  apjio  i  nlmeiit  of  a  nierafier  of  an  iiiutitutiou  oi  oiKani- 
.'.itii.rial  uiut  II. il  siitiint  to  tlie  iiimie.iiati  aulhoiit';,  of  t  fu  apjo  ov  i  ne 

!,  ; )  Will’ll  lju'  ajiji  idv  I  !ii’.  aiiftioiity,  oi  tfie  ii'.iiu  .  • /iniii  i  I  I  i  ■  i  t  o  1  !  , 
ti,i,s  reason  to  fielieve  a  ^iveii  proposal  imiuiie.s  more  tfian  iin  u  him  i  risk,  a 
I’livs  1  (  1  .ill  sh.i  i  1  be  ini  hutei]  as  ai:  .i.i  fun  menibei  ot  the  i.imiiiillee  i M  .  lii.o 
p.i  r  igt  .if'li  I) .  1  e  ,  abi've  I  . 

(  •<  i  File  .ipiloVIM>;  ..It!,  lal  ma\  li'.l  lie  a  member. 

.  .  Ihe  levies  i  .iiiuii  i  t  I  e.  st,,i  j  ■ 
iL  le.iSl  >  •.e.ii.i  iltei  I  lie  ,  .  imp  1  e  t  i . .  n 
approving  shall  toiv.ii'.i  rei.  . 

.i .  .An  .ipprovin^i  ottnial  m.iv  rut  .ifipioVe  leio.ii.h  fo.  i  },,■  ,  i  i 

is  ,iiso  .1  |!rinrip,il  .ir  i.  o  i  nvest  i  gator  .  Su.  ti  reseaiiti  :  h.i  I  1  be  ievi,se,l  n,,; 

,:p;  r..ve‘!  at  .a  liighet  erheion  of  rommari'!. 

e .  Hese.3rvfi  that  involves  the  use  of  huni.iii  subjects  ni.i>  no!  to-  iiiiti.ite 
until  all  necessary  approvals  and  the-  uitoiiiie.l  i  onstiit  of  the  subjei,  ts  h.ivi.  been 
ofit  a  i  tied  ■ 


E  e  t  .1  1  n  I  ei  O  t  .j:  <  ■  t  t  eoe.U  .  !■  r  e.  I  eu.  -  .1  r  .  f 
. '  I  tie  r '  ‘St  .1  r  .  ti ,  ■ .  >  at  tie  ■  ■  j  - 1  i  •  Ii  t  ‘ 

to  l!l-ll  ot)|i,,,|  (,,[  loiij..,.)  l.-’.oiit. 


f.  It  a  review  committee  ret  ominetufs  saleguards  er  sps-t  lal  t  oiiil  i  L  i  eiis 
to  i  (irotoc'il  it  IS  ret  I  irnmeiid  i  ng  ter  .ipprov.ii,  the  ipp  I'.v  i  ng  o||i,  lal  riiav  ii.-t 
reduce  the  sa  t  egu.ti  rds  or  conditions  up.ui  a|)pi<iviiig  ttie  piotcui.l.  The  .jpptoving 
ottuial  m.iy  rei^uire  additional  saleguaids,  m.iy  di  sapiu  ove  t  l.t-  pi..toii;!,  tu  m.iy 
refer  it  to  a  higher  .ijijiroving  aiitfiurity  arul  review  committee. 

C.  ISTDH.MAriiiS  RKQITKKMK.ST.S 

The  memoraiitiiiii  of  uu.le  r.st  ,ind  i  ng  between  the  TDA  and  the  Dep.i  i  I  meiit  .it 
Defense  (  re  t  e  rent  t-  (el)  retjuires  th.it  tfie  H)A  t'e  inforiiiei!  wtienevei  the  ie,e  t.l 
himcm  subjects  ui  new  drug  or  device  research  tfial  is  cl.issified  tor  re.isons  of 
n.itional  security  has  tieen  approved.  The  KDA  also  shall  he  inlormed  when  a 
'fetermi  nat  1  on  tias  lieen  maife  tfiat  unique  military  requirements  .iittate  the  use 
of  drugs  or  devices  that  have  not  been  approved  by  tfie  IDA.  Sue  li  not  i  f  n  .it  i  on 
,1 1  So  shall  he  jirovuieii  to  the  USDRhK  ami  A.SDfHA). 

H.  KTFKCTiVK  DA'IK  A.ND  riFl.KMFN'TATKi.S 

This  Directive  is  ('ffective  immediately.  Forward  two  cu|)ies  of  implementing 
documents  to  the  Druier  Secretary  of  Defense  for  Researcti  and  Kngi  iieer  i  ng  wnfiin 
1 80  days  . 


CAf^EF  W.  VfEINBERGER^ 
Secret  arv  of  Pc'fen.se 


'  DEPARTMENT  OF  DEFENSE 
DIRECTIVES  SYSTEM  TRANSMITTAL 

:ni7i  — '  I 

^  **  t  s  TP  1  PUT  I  On 

3216.2,  Ch  1  January  31,  1983  j  3000  series 

‘■'TJCiMENTS  ~  ^  - - - - - - - - - 

None 


INSTRUCTIONS  FOR  RCCIPIFNTS 

The  following  administrative  correction  to  DoD  Directive  3216.2,  "Protection  of 
Human  Subjects  in  DoD-Supported  Research,"  January  7,  1983,  is  authorized: 

PEN  CHANGE 

First  page  under  "References:" 

(c)  DoD  Instruction  5030.19,...  should  be  corrected  to  read  DoD 
Instruction  5030.29,.... 

Change  is  underlined. 

EFFECTIVE  DATE 

This  change  is  effective  immediately. 


J.  WILLIgrtlD,  Director 
Correspondence  and  Directives 


I  WHEN  PRESCRIBED  ACTION  HAS  BEEN  TAKEN,  THT8  TRANSMITTAL  SHOULD  BE  TILED  WITH  THE  BASIC  DOCUMENT 

SDJT..  106-1 


PBfVIOtr.  COITIONS  ARE  OBSOICTE 


DEPARTMENT  OF  DEFENSE 
DIRECTIVES  SYSTEM  TRANSMITTAL 


r  A  J  ► 
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3216.2,  Ch  2 

July  20,  1983 

3000  series 

huEN'^  pages  3&4, 

DoD  Diicctlve  3216.2,  January  7,  1983 

1  USTRUCTIONS  FUR  RCCIPir.NTS 

The  following  page  change  to  DoD  Directive  3216.2,  "Protection  of  Human  Subjects  in 
DoD-Supported  Research,"  January  7,  1983,  is  authorized  (Change  1  was  issued 
January  31,  1983):  — 

PAGE  CHANGE 

Remove:  pages  3&4 

Insert:  attached  replacement  pages 

The  changes  appear  on  page  3  and  are  indicated  by  marginal  asterisks. 

EFFECTIVE  DATE 

The  above  changes  are  effective  innnediately .  Forward  one  copy  of  revised 
implementing  documents  to  the  Under  Secretary  of  Defense  for  Research  and  Engineering 
within  120  days. 


O^J.  WILLIF|>RD,  Director 
Correspondence  and  Directives 


WIIF.N  PRESCRIBED  ACTION  HAS  BEEN  TAKEN,  THIS  TRANSMITTAL  SHOULD  DE  FILED  WITH  THE  BASIC  DOCUMENT 
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t.  Contractors  or  grantees  (and  elements  ol  Dol)  Components)  holding  an 
assurance  of  compliance  with  the  human  use  regulations  of  the  Department  of 
Health  and  Human  Services  {4'i  CFR  46,  reference  (a))  shall  be  considered  in  com¬ 
pliance  with  the  terms  of  this  Directive.  In  the  absence  of  such  an  assurance, 
a  special  assurance  that  meets  the  minimum  requirements  of  reference  (a)  shall 
he  negotiated  between  the  lontractor  or  grantee  and  the  DoD  Component  concerned. 


d.  Only  persons  -who  are  informed  fully  and  voluntarily  agree  to  partici¬ 
pate  may  be  used  as  human  subjects  in  research.  The  only  exception  to  the  policy 
IS  that  consent  to  participate  may  be  obtained  from  a  legal  representative  of  the 
subject  when  the  measures  used  are  intended  to  be  beneficial  to  the  subject. 

(!)  In  research  conducted  outside  the  United  States  involving 
non-U. S.  citizens  as  human  subjects,  the  laws,  customs,  and  practices  of  the 
country  in  which  the  research  is  conducted,  or  those  required  by  this  Directive, 
whichever  are  more  stringent,  shall  take  precedence.  The  research  shall  meet 
the  same  standards  of  ethics  and  safety  that  apply  to  research  conducted  within 
the  United  States  involving  U.S.  citizens. 

(2)  The  use  of  prisoners  of  war  as  human  subjects  of  research  is 

prohibited . 

e.  For  any  research  involving  human  subjects,  a  medical  monitor  shall 
be  appointed  by  name  if  the  approving  official  determines  that  the  risk  is  more 
than  minimal . 

2.  Requests  for  exceptions  to  policy  as  stated  above  shall  be  submitted  with 
full  justification  to  the  Under  Secretary  of  Defense  for  Research  and  Engineering 
(USDR&E)  by  heads  of  DoD  Components. 


F.  RESPONSIBILITIES 


1.  The  Under  Secretary  of  Defense  for  Research  and  Engineering,  or  designee, 

shall; 


a.  Develop  policies  in  coordination  with  the  Assistant  Secretary  of 
Defense  (Health  Affairs)  (ASD(HA))  to  protect  human  subjects  in  DoD-funded 
research . 


b.  Coordinate  DoD  Component  activities  in  the  protection  of  human  subjects. 


c.  Serve  as  the  point  of  contact  within  the  Department  of  Defense  and 
act  as  the  principal  DoD  liaison  with  civil  or  federal  agencies  outside  the 
Department  of  Defense  on  matters  pertaining  to  protection  of  humans  in  research. 

d.  Serve  as  the  final  DoD  approval  authority  for  all  research  involving 
actual  exposure  of  human  subjects  to  nuclear  weapons  effect  or  chemical  warfare 
agents . 


a.  Provide  policy  guidance  regarding  medical  safety  and  standards  of 
professional  medical  care  and  conduct  as  they  relate  to  the  use  of  humans  in 
research. 
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h.  Se'rve  as  thr  DoD  representative  on  m.-tters  relating  to  implementation 
111  Kooii  and  Drug  Administration  (FDA)  regulatory  requirements. 

1.  Th;’  Heads  of  DoD  Components,  or  designees,  shall: 

a.  Protect  the  rights  and  welfare  of  human  subjects  in  research  spon¬ 
sored  or  conducted  by  or  among  the  members  of  the  respective  DoD  Components. 

b.  When  more  than  one  DoD  Component  is  involved,  determine  primary 
responsibility  based  upon  consideration  of  whether  the  subjects  are  inpatients 
oi  outpatients  of  a  DoD  medical  treatment  facility  (MTF);  whether  the  research 
IS  fonducted  in-house  or  by  contract;  or  whether  the  prospective  human  subjects 
are  members  of  a  DoD  Component. 

(1)  When  the  research ,  regardless  of  in-house  or  contract  status, 
involves  use  of  patients  of  a  DoD  MTF,  the  Component  to  which  the  MTF  belongs 
organizationally  shall  have  primary  responsibility,  except  as  provided  in  sub¬ 
section  E.5.,  below. 

(2)  For  research  not  involving  the  use  of  patients  at  a  DoD  MTF, 
primary  responsibility  rests  as  follows: 

(a)  If  the  research  is  done  on  grant  or  contract,  primary 
responsibility  rests  with  the  DoD  Component  providing  funds. 

(b)  If  the  research  is  conducted  in-house,  primary  responsibility 
rests  with  the  DoD  Component  to  which  the  principal  investigator  is  assigned. 

(c)  If  the  research  is  not  funded  by  a  DoD  Component  and 
there  is  no  DoD  principal  investigator,  primar*  responsibility  rests  with  the 
DoD  Component  to  which  the  prospective  human  subject  is  assigned. 

c.  Establish  procedures  to  maintain  adequate  documentation  of  human 
subjects  used  in  research,  including  resulting  adverse  reactions. 

d.  Establish  procedures  for  responding  to  reports  of  improper 
use  of  human  subjects. 

e.  Establish  review  committees  as  provided  for  in  subsection  F.2. , 

below. 

A.  The  Secretaries  of  the  Military  Departments  shall  approve  in-house  and 
contract  research  involving  human  subjects,  conducted  at  or  funded  by  a  DoD 
Component  for  which  the  Military  Department  has  been  designated  executive  agent. 
This  responsibility  includes  research  that  is  classified  for  reasons  of  national 
security.  When  more  than  one  Military  Department  is  involved  in  the  same 
research,  the  first  review  committee  to  which  the  research  is  submitted  shall 
perform  the  human  use  review  and  make  recommendations  to  the  Military  Department 
Secretaries  concerned.  Each  Secretary  may  accept  these  recommendations  or  may 
require  additional  reviews. 

5 .  The  President.  Uniformed  Services  University  of  the  Health  Sciences, 
and  the  Director,  Defense  Nuclear  Agency  (DNA) ,  shall  have  primary  responsibil- 


